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IV. Device Description 
 
The Veloxion System consists of the following components:  
• Veloxion Controller (with Integrated Fluid Control) 

o Footswitch 
• Veloxion Resecting Device Kit: 

o Veloxion Resecting Device  
o Sheath  
o Continuous Flow Optical Obturator  

• Veloxion Fluid Control Set 
• Veloxion Saline Pole  

The Controller provides bipolar radiofrequency outputs (cut and coagulation) and fluid control 
through the use of two integrated peristaltic pumps.  The Resecting Device is a disposable, hand 
held bipolar radiofrequency device configured for the resection and aspiration of resected chips.  
Fluid inflow and aspiration of the resected chips are controlled by the Controller’s peristaltic 
pumps, in conjunction with the disposable Fluid Control Set, which provides continuous inflow 
and aspiration during the procedure. 
 
 

V.  Indications for Use 
The Veloxion System is intended for endoscopically controlled tissue chip resection and 
coagulation, and removal of prostate adenomas via suction channel under continuous flow 
conditions following resection using a bipolar resecting device. 

 
 
VI.  Comparison of Intended Use, Indications for Use and Technological Characteristics with 

the Predicate Device 
The Veloxion System shares the same intended use as the predicate devices used as a system: 

Endoscopically controlled coagulation, resection and removal of tissue chips via suction 
channel under continuous flow conditions following resection using a high-frequency 
electrode with a resectoscope. 

 
The indications for use are substantially the same as those of the primary predicate as it 
applies to prostate adenomas.  The indications for use of the subject device is a subset of the 
indications for use of the primary predicate device.  The narrower indication of the subject 
device does not raise any new or different issues of safety or effectiveness. 
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Comparison of Indications for Use 

Veloxion System 
(Subject) 

The Veloxion System is intended for endoscopically controlled tissue 
chip resection and coagulation, and removal of prostate adenomas via 
suction channel under continuous flow conditions following resection 
using a bipolar resecting device. 

Resection Pump and 
Resectoscope for 
Chip Resection 
(Primary Predicate, 
K042523) 

The Resection Pump 2228 with Resectoscope 8659.xxx is used for 
endoscopically controlled tissue chip resection and removal of 
intrauterine polyps, intrauterine myoma or prostate adenomas via suction 
channel under continuous flow conditions following resection using a 
high-frequency electrode with a Resectoscope. 

ERBE ESU Model 
VIO 300 D with 
Accessories 
(Predicate, 
K023886) 

The ERBE ESU Model VIO 300 D with Accessories is intended to 
deliver High Frequency (HF) electrical current for the cutting and/or 
coagulation of tissue. 

 
The subject and predicate systems are based on the following similar technological features:  

• Both systems endoscopically control coagulation, resection and removal of tissue chips 
via suction using a radiofrequency electrode. 

• Both systems are designed for resection and removal of prostate adenomas  
• Both systems enable continuous flow for irrigation and aspiration. 
• Both systems include a Resectoscope. 
• Both systems include a radiofrequency generator/controller with a footswitch. 
• Both systems include a pump to provide suction for removal of the resected tissue. 
• Both systems include Resectoscope compatible with 30degree Endoscope 
• Both systems include Resectoscope that cut and coagulate tissue using bipolar RF energy. 

 
VII. Performance Data 

The following performance data were provided in support of the substantial equivalence 
determination:  
• Sterility, Shelf Life and Packaging Testing 
• Biocompatibility testing performed to ISO 10993-1 
• Software Testing performed to IEC 62304 
• Electromagnetic Compatibility and Electrical Safety Testing performed to IEC 60601-1 

and 60601-1-2 
• Mechanical Integrity: System withstands operating pressures 
• Functional Testing: Cut and coagulation, aspiration, irrigation, pressure sensing 
• Dimensional Testing 
• Simulated Use: Tissue resection and spot coagulation, regulation of cavity pressure 
• Thermal effect on tissue:  Ex-vivo thermal damage study 
• Usability Evaluation 

 
 

VIII. Conclusions 
Based on the results of performance testing demonstrating the safety and effectiveness of the 
subject device to be as good as the predicate device, the Veloxion System is substantially 
equivalent to the predicate system. 
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